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bone marrow collection for msc
Policy 

Bone marrow collection for the production of mesenchymal stromal cell (MSC) therapeutic products for clinical trials is performed in accordance with the (Insert name of applicable regulatory agency e.g TGA Australian Code of Good Manufacturing Practice, FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing, and Administration) and (Insert institute name) clinical practice.
Purpose/scope
This procedure defines the responsibilities and requirements for collection of bone marrow aspirate for the manufacture of MSC therapeutic products. Collection is performed in the (Insert institute name) (eg. Apheresis) Unit. Collection may also be performed in (Insert institute name) Theatre, if the donor will be in Theatre for another procedure.  
Responsibilities

· Medical consultants are responsible for:

· donor selection, evaluation and infectious disease screening

· obtaining informed donor consent

· consulting with (Insert manufacturer name) regarding potential collection and manufacturing requirements

· booking the bone marrow aspirate procedure with the (Apheresis) Unit.

· Medical/Nursing staff responsible for the collection must communicate with (Insert manufacturer name) staff prior to the collection.

· Medical officers are responsible for collecting the bone marrow aspirate in accordance with hospital clinical practice and (Insert manufacturer name) procedures and, for Theatre collections, are responsible for transferring the collection from the syringe to a transfer bag and transporting it to (Insert manufacturer name).
· Trained (Insert manufacturer name) staff are responsible (as per MSC Processing) for:
· communicating collection requirements to the Nursing/Medical staff performing the collection
· providing the collection labels

· providing the Bone Marrow Aspirate Form and ensuring it is completed
· transferring the collection from the syringe to a transfer bag ((Insert institute name) Apheresis Unit collections)
· transporting the collection to (Insert manufacturer name) ((Insert institute name) (Apheresis) Unit collections).

· The (Insert manufacturer name) Production Manager and/or Scientist in Charge are responsible for notifying the requesting medical consultant if the collection is inadequate.

donor selection & evaluation
· Donor selection is performed in accordance with the relevant clinical trial protocol. 
· Informed consent must be obtained using the clinical trial Donor Information Sheet and recorded on the clinical trial Consent Form. 
· Donors must be assessed in accordance with the Donor Evaluation procedure and the Donor Questionnaire completed. The questionnaire provides guidance to interpreting the answers.

· Infectious disease screening must be performed in accordance with Infectious Disease Screening.
· Donors must be medically evaluated by the medical practitioner for potential risks of the collection procedure.
· The (Insert institute name) Operation Check and Consent Form must be signed by the donor and the doctor prior to the marrow collection. 
materials

Collection materials are recorded on the Bone Marrow Aspirate Form. 
bone marrow aspiration
1. Bone marrow aspiration is preformed in the (Insert institute name) (Apheresis) Unit or Theatre by trained medical staff, assisted by nursing, in accordance with MSC Processing, the clinical trial protocol and (Insert institute name) clinical practice.

2. Donors are to be prepared in accordance with hospital clinical practice. Nursing to take pre-procedure observations and, if required, administer sedation under the direction of the medical officer. 
3. 10 mL of bone marrow is required for MSC manufacture. Aspirate 5 mL and then advance the needle approx 2 cm before continuing to aspirate a further 5 mL. 
4. On completion of the collection, transfer the bone marrow from the syringe into a labelled bag for transport to (Insert manufacturer name) for processing. Transport to (Insert manufacturer name) as soon as possible after collection.
5. Place an ice pack on the collection site and lay the donor on his/her back for 20-30 minutes. 

6. Nursing to take post-procedure observations and monitor donor until discharge.

7. Complete the Bone Marrow Aspirate Form. 
8. Complete the (Insert institute name) Operation Check and Consent Form.
Records

The completed clinical trial Consent Form, Donor Questionnaire, infectious disease screening test results and Bone Marrow Aspirate Form are stored in the donor file in (Insert manufacturer name). 

The completed (Insert institute name) Operation Check and Consent Form is retained in the donor’s medical record.
forms

Donor Questionnaire FORM70
Bone Marrow Aspirate Form FORM123

(Insert institute name) Operation Check and Consent Form
Documents

Donor Evaluation DOC71

Infectious Disease Screening DOC74

MSC Processing DOC38
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1. Australian Code of Good Manufacturing Practice for human blood and blood components, human tissues and human cellular therapy products.

2. Therapeutic Goods Order 88: Standards for donor selection, testing and minimising infectious disease transmission via therapeutic goods that are human blood and blood components, human tissue and human cellular therapies.

3. FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing, and Administration.
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